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Bioequivalence Study Summary Template

The bicéquivalence study summary template should be used by
applicants/sponsors to summarize ‘the condict and analysis of bicequivalence
studies submitted insupport of generic applications. '
This tempiate should be used to provide a summary-information for only a single
study. However, if a submission includes more than one bicequivalence study,

'ih-’e‘;ap_pﬁﬁanﬁépons or-should simply duplicate the tempilate.



1. Test Pradict Information:

Trade name

‘Active ingredient(s)

‘Therapentic classification

BCS classification

Strength(s)to be mgis_-fe__red_

‘Strength used-in the s tedy

“Dosage form

modified reledse. ...J

Type of farmulation ﬁmmeﬁifﬁmi reledse,

Expected production size

Biobatch information:

Batch type

Batch size

Batch number

Manufacturing site

_ Manufacuring-dare

Expiry date

Assay content B 11;-}ié.€__} DA

2. Tabulation:for th

CComphnentand:

Strength {labeél claim)

Fuonetion:.

Quality Standard

. QuantityfUnit | %" | Ouantify/Unit

Tatal

teach ingredient expressed-as a percentige of the 1ot core’or conting weight,.




3. Reference-Product Information:

‘Trade name

| Active ingredient(s)

Strensth

| Type-of formulation (immediate release,
modified release, ...)

Method of ad ministration (with or withour

aneals}

Country of purchase;

Bateh number

‘Expiry date

Manulacturer/site

“Assay content in the COA

4. Sumwmary ot i vitro Dissoliitior Studies:

“Testing date ]

Apparatus

Speed of Rotation

Sedium

Volume

Temperature

No. of Dosage Units used’

Collection times (minuses or fiours)

Ja2value inthe comparative in.vitkp

At Buffer

dissolution study {165/ vs. reference)

pH 12

pH 4.5

T

Jovaluein the comparative in vitro

_Ad’Buffer ..

dissolution study (hiobat

pH12

pH 45

pH68

strength(s) 1o be registered)




5. Bloequivalence Summary:

No. of submitted biogquivalence studies.

. Study design

‘Period(s) date(s)

Bioanalvsis- date.

Studysite:

‘Number of subjdets.

Parentdata ] Yes [ONo

Metabolite data 1 Yes [ No

Parameter | Arithmetic Mean (CV%) | % Rafioof | Confidence Interval

Test Reference. Geosmelric Biated in study protocol |

| Means

:”mﬁ(:m__g;_ . ......

AUC g0

Cmax

Tmax

Tz

6. Bioanalytical Method Summary

Method deseription

Analvte

Internal standard (IS) T

Average recovery of drug (%)

Average recovery of IS (%)

Bench-top stability (hours/°C)

Stock stability (days/°C)

Processed stability (hours)

Freeze-thaw stability (cveles)

Long-term storage stability (days/°C)

Dilution integrity

Selectivity

Bench-top sta bilit’f-i homjs}f-_

Stock stability (davs/°C)

'Standard curve concentrations {(units/ml.}

"LLOG {uniis/mL} o
QC egneentrations {units/mL) © ‘Listal the'concentrations used”
QC Intraday precision range (%) Per GC '
QC Intraday accuracy range {%) Per QC
QC Interday precision range (%) Per QC
QC Interday accuracy range (%) Per QC

Chromategrams for bivanalytical method

[T Yes

1No

20%:of subjects chromatograms

L1 Yes

N




